

Manufacturing Manual
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HPC Buffy Coat Enrichment Form   FORM111 


hpc buffy coat enrichment form

Patient Name/Product Number: ___________________


Processing Date: _____________

Affix Product Label

	Product Type:
	( HPC-M     ( HPC-A     ( Whole Blood

	Cleanroom: 
	BSC No:
	Time in:
	Time out:

	BSC Start up
	( Yes    ( No, Comment

	BSC Shutdown
	( Yes    ( No, Comment


	Materials
	Batch No
	Expiry

	Sepax 2 CS-490.1 kit
	
	

	SmartSite Bag Access Device
	
	

	SmartSite Add-on Access Device
	
	

	Syringes (50mL) 
	
	

	Syringes (20mL)
	
	

	Syringes (10mL)
	
	

	Syringes (3mL)
	
	

	Needles (16g)
	
	

	Bactec Aerobic Bottle
	
	

	Bactec Anaerobic Bottle
	
	

	Blood in-line Filter
	
	

	Transfer pack   (1 L)
	
	

	Transfer pack   (300mL)
	
	

	Sterile Tray
	
	


Processing: 
( Sepax GVR Protocol 


( Sigma 10min @ 2500rpm, low deceleration
	
	Vol (mL)
	WBC x109/L
	TNC x1010
	TNC x108/kg
	TNC %Rec
	RBC (mL)
	Total CD34x106
	CD34 x106/kg
	CD34 %Rec
	Total CD3 x106
	CD3 x106/kg

	Initial
	
	
	
	
	
	
	
	
	
	
	

	Bag 1
	
	
	
	
	
	
	
	
	
	
	

	Bag 2
	
	
	
	
	
	
	
	
	
	
	

	Final
	
	
	
	
	
	
	
	
	
	
	


	Product Vol (mL)
	Test Vol (mL)
	Final Vol (mL)
	WCC x109/L
	TNC x1010
	TNC %Rec
	RBC %Redn

	
	
	
	
	
	
	


	Buffy coat samples taken & sent: 
	( Cell Counts    ( CD34    ( CD3    ( Microbial Contamination    ( CFU-GM 

( Other:


Actions

	( Store
	Temperature: 
	Location:
	Time in:
	Time out:

	( Infuse
	Vol (mL):

	( Manipulation
	( HPC washing      ( Density gradient enrichment     ( CD34 enrichment

	( Cryopreserve
	Vol (mL):


	Performed by
	Name:
	Signature:
	Date:

	Checked by
	Name:
	Signature:
	Date:


Author: (Insert author’s name)
Revision: (Insert revision number) 

Owner: (Insert document owner’s name)
Page 1 of 1 Updated Sept 2019
Active Date: (Insert active date)

